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THE QUALITY OF REGULATORY ANALYSES

THURSDAY, JUNE 8, 2000

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON REGULATORY REFORM AND
PAPERWORK REDUCTION,
COMMITTEE ON SMALL BUSINESS,
Washington, DC.

The subcommittee met, pursuant to notice, at 10:48 a.m., in room
311, Cannon House Office Building, Hon. Sue W. Kelly, [chair-
woman of the subcommittee] presiding.

Chairwoman KELLY. Good morning, ladies and gentlemen. |
would like to thank you for attending this hearing of the Sub-
committee on Regulatory Reform and Paperwork Reduction. This is
the second hearing in a series of hearings being held at the full
Committee level and in this Subcommittee concerning the reau-
thorization of the Paperwork Reduction Act and the effectiveness of
other regulatory reform efforts currently in place.

Yesterday, we focused on the regulatory burdens imposed on
small business and the regulatory relief efforts of the administra-
tion. Today, we will narrow our focus to discuss the quality of agen-
cy regulatory analyses. In order to explore this issue, we must dis-
cuss the adequacy of agency compliance with analytical require-
ments mandated by the Administrative Procedure Act, the Regu-
latory Flexibility Act, and various other executive orders meant to
direct agencies in producing regulations whose benefits outweigh
their costs and achieve their objectives in the lowest cost manner
possible.

Witnesses will focus on whether these analyses provide agencies
with sufficient information to properly assess the impact that the
rules will have on the regulated community and the small business
community in particular. Additionally, we will discuss any changes
that are needed to ensure that agencies recognize these impacts,
including whether Congress should obtain an independent assess-
ment of these analyses in order to carry out its legislative func-
tions. And while the subject may not be as entertaining as hearing
Chuck D expound on the sale of music on the Internet, for small
businesses affected by the ever-burgeoning mound of regulation
and paperwork requirements, it is critical that this Subcommittee
place this rather dry subject at the top of legislative priority.

Small business owners are very familiar with the burdens that
Federal regulations place on them. Some studies have shown that
for small employers, the cost of complying with Federal regulations
is more than double what it costs their larger counterparts, and
you do not need any study to reach that conclusion. Common sense
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will say that if a regulation costs General Motors and a 500-em-
ployee manufacturer of a copper tubing company the same amount
of money, the overall impact on General Motors is going to be sig-
nificantly less on a per unit basis.

As a result, small business owners have historically been inter-
ested in regulatory reform efforts in Washington. Any mechanism
that will help control the size of this burden is naturally appealing
to the small business community. The APA, SBREFA, and several
other executive orders are such mechanisms. But these efforts will
manage the regulatory burden only if they are implemented fully
and only if Congress keeps a watchful eye on their progress.

As the Committee whose goal it is to promote and protect the in-
terests of small businesses, we have the obligation to discuss how
well agencies are satisfied with and are satisfying these analytical
requirements and to explore ways in which Congress can better un-
derstand these regulations that small business owners struggle to
comply with on a daily basis.

There is yet another underutilized mechanism reducing the regu-
latory burden on small business, the Congressional Review Act. On
March 29, 1996, the Small Business Regulatory Enforcement Fair-
ness Act, or SBREFA, became law. Included with this legislation
was a section that established a CRA, a formal tool by which Con-
gress could review and prevent new regulations from taking effect
without going through the normal legislative process. Used prop-
erly, this new oversight device could greatly enhance the regulatory
process by ensuring that only those regulations which are truly in
the public interest are allowed to go into effect.

Unfortunately, the Congressional Review Act does not appear as
if it is being used effectively because it is not being used at all. Not
a single resolution of disapproval under the Congressional Review
Act has passed. The House has failed even to vote on one. Some
have given up on its ability to halt regulations that do not have
sufficient justifications that go beyond what Congress, or that cre-
ate unintended consequences that require correction. But | believe
that combined with oversight hearings, legislative efforts, and the
submission of Congressional comments, CRA still has some hope.

Regardless of whether or not you believe CRA can be used, you
must admit that Congress does not have enough information to un-
dertake appropriate oversight of the powers delegated to agencies
by Congress. The power delegated to these agencies enables them
to issue rules and those rules may not meet the objectives or have
the consequences that Congress expected when it enacted the legis-
lation.

For example, when Congress enacted the Federal Motor Carrier
Safety Act to create the Federal Motor Carrier Safety Administra-
tion, it certainly expected that the agency would enact rules to im-
prove the safety of our highways through improved regulation of
truckers. However, the most recent proposal from the FMCSA may
have substantial unintended consequences for tour bus operators,
independent route salesmen, and manufacturers. These con-
sequences apparently were not considered when the FMCSA de-
cided to treat all those individuals who drive professionally on the
nation’s road systems in an identical manner.
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To help address this problem, I was joined by Chairman Jim Tal-
ent in introducing H.R. 3669, the Congressional Oversight and
Audit of Agency Rulemaking Actions Act. We call it COAARAA.
This office would focus solely on conducting independent regulatory
assessments of regulations to help determine whether the agencies
have complied with the law and executive orders. Unfortunately,
Congress cannot obtain unbiased information from participants in
the rulemaking because each participant, including the Federal
agency, has a particular viewpoint and bias. A Congressional Office
of Regulatory Analysis would help fill the information gap and as-
sist members of Congress in determining whether action is war-
ranted.

The purpose of COAARAA, then, is to ensure that Congress exer-
cises its legislative powers in the most informed manner possible.
Ultimately, this will lead to better regulatory analyses, most cost
effective regulations, and most importantly, legislation tailored in
a manner to address a narrow problem and not overly broad legis-
lation likely to impose unnecessary burdens on small business.
Only through active oversight can Congress ensure that the laws
that it passes are properly implemented. This is a responsibility
that Congress must take seriously, because as countless small busi-
ness owners can attest to, not doing so can have dramatic implica-
tions.

We have joining us today an excellent panel who will discuss
some of these issues. | would like to thank each one of them for
participating with us today and I look forward to hearing their tes-
timony. | thank you very much.

Now, | would like to turn to Mr. Pascrell for his opening state-
ment. If anyone else has an opening statement, I am going to ask
that it be submitted for the record so that we can move this hear-
ing on. Mr. Pascrell?

Mr. PAscrReLL. Thank you. | would like to start my opening
statement by thanking my friend, the distinguished Chairwoman
from New York, for setting up this hearing to discuss the issue of
regulations and their impact on small businesses. In fact, we al-
most had a little preliminary yesterday at another hearing. | think
this serves as a nice complement and more focused follow-up to the
hearing that we had yesterday.

The issue we deal with today is one of the most critical issues
for small businesses. The need to have rules that are clear, well
thought out, and that realistically gauge economic impact, can be
critical to the success of small businesses, which are the backbone
of our economy. | relish this opportunity to examine the strides
that have been made in this area so we can see how successful
agencies have been in completing economic analysis that reflect the
true cost of these regulations.

Both sides of the aisle have concerns with regulations and their
burdens that they place on businesses, and indeed, if one was to
look since 1980 at the number of acts and executive orders that
have addressed the problem of bureaucracy and regulation and pa-
perwork, particularly in the last seven or eight years, one of the
questions that we all have sitting around here is whether these
regulations, first of all, are being implemented and how would we
know if they were, and second of all, what is the fallout and is that
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more treacherous than the regulation which was supposed to cor-
rect some problem in the first place?

I do not think that there is any Democratic or Republican way
to design a regulation. There is just the correct way, one that is
thought out and is not a rush to judgment. It is a way that involves
a comment period where the agencies not only take comments but
they listen to the suggestions made and evaluate the validity of
business concerns.

I personally believe, and this is only my take on this, that any
regulation or rule which is the result of legislation that the Con-
gress passes, that since the Congress is taking great pains to dis-
cuss this with those folks who are most impacted, and that is why
we debate these issues, that when an agency gets that law and now
has to implement it, that the rules and regulations should reflect
discussions with the particular business. Many times, they do, and
many times, they do not, and that is where we have major prob-
lems. If there is no one monitoring how these regulations are being
implemented, let alone promulgated, | think we have serious prob-
lems and we need to address them.

A regulatory impact analysis, which was mandated by the ad-
ministration, is crucial in making sure burdens are not excessive,
and | believe some of those burdens are excessive. | believe some
of those burdens do not reflect the spirit and intent of the original
laws. They go beyond, and they are usually imposed by second- and
third-level bureaucrats who have no appreciation whatsoever of
what business folks have to go into day in and day out.

As the study we will look at shows, and as we know from the
many complaints our offices receive about overly burdensome regu-
lations, the Federal Government has to do a better job with its
analysis to ensure the regulations designed are efficient while at
the same time being effective. It would seem to me the only way
we can do that is have a report to each Congress of what has hap-
pened in the previous Congress and how these are being imple-
mented so that the Congress itself knows of what has been mon-
itored and what has not. You can have all the executive orders by
whatever President you wish. If they are not being implemented or
if the implementation of those executive orders are worse than the
previous situation, then we have created a real amount of chaos
and | am sure we do not want to do that.

It is interesting to note that the two parties who compiled the
report on both sides of the political spectrum joined together on
their conclusions. It is much like our work on the Small Business
Committee, which has been for the most part bipartisan. We try to
steer away from the extremes. | think that is healthy.

I look forward to using this hearing to look at the Chairwoman’s
COAARAA legislation contained in H.R. 3669. Maybe what we
learn here today can help us weigh the need for an office within
the General Accounting Office to compile separate analysis of regu-
lations to balance the job currently done by the Office of Manage-
ment and Budget.

So | look forward to today’s testimony and | thank the Chair-
woman for her indulgence.

Chairwoman KEeLLY. Thank you very much, Mr. Pascrell.
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I do want to say one thing before we begin. | look forward to the
testimony, but | also thank all of you, every one in the audience
and everyone who is on the panel, for waiting for us so patiently.
We had no idea when we set the timing on this hearing that we
would be caught in the involvement on the floor of the House. So
I thank you very much, and with that, we will begin with the testi-
mony.

We will start with you, Mr. Hahn, Mr. Robert Hahn from the
AEI-Brookings Joint Center on Regulatory Studies. He is the Direc-
tor and we are very happy to have him with us today.

STATEMENT OF ROBERT W. HAHN, DIRECTOR, AEI-
BROOKINGS JOINT CENTER ON REGULATORY STUDIES

Mr. HaHN. Thank you, Chairwoman Kelly, Congressman
Pascrell, and Congressman Moore. In listening to your remarks, |
am reminded of a Woody Allen story which | will tell you briefly,
where his father comes home from work one day and says to his
wife, “You would not believe it. You would not believe it.” And she
goes, “Well, what is wrong?” And he goes, “lI have been replaced by
a machine.” She goes, “Oh, that is terrible but you will go out and
find another job.” And his mother immediately went out to the de-
partment store and bought one of these machines. [Laughter.]

I basically think that the remarks that you made in many ways
reflect more common sense than what | am about to tell you, but
I want to fill in some of the details that | think are important in
talking about regulatory reform, but let me start with a couple of
formalities.

First, 1 am going to talk to you more, so | would ask that my
formal remarks be placed in the record. They reflect not only my
sentiments but those of Robert Litan, who is the Co-Director of the
American Enterprise Institute-Brookings Joint Center for Regu-
latory Studies.

Chairwoman KELLY. We are glad to have the remarks and we
will put them in the record. Thank you.

Mr. HAHN. Thank you. My sister once told my niece, who I am
hoping to visit later this afternoon if this hearing ends at a reason-
able hour, once told my niece what her Uncle Bobby did, and she
told her that he was an egghead. She said, “Well, what do egg-
heads do?” “They think a lot.” So the next time | went down to visit
my niece, who is now five, she said, “Uncle Bobby, what is it that
you really do?” And I said, “Well, | study regulation.” And she goes,
“What is regulation?” Remember, | am talking to a five-year-old
now. And | said, “We sort of study how when you tell a person to
do something, you tell them to do it in a nice way.” She says, “Well,
how about an example?” | said, “Well, if Mommy tells you to clean
up your room, she does not say, ‘Put this toy over in that corner
and put that toy under your bed,” or whatever. She leaves it up to
you how to do that.” And she thought about it for a minute and
she says, “That is great. Can we watch Winnie-the-Pooh now?”

This is a real problem with regulatory reform in the large, and
I do not have to tell you that. One is, one conveying to people why
it is important, that it can have an impact on each of our freedoms,
it can have an impact on the size of the economy, the way we run
our personal lives, the way we choose to engage with each other in
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business. So it seems that the more things change, the more they
remain the same.

I am sure you have heard the story and probably testimony from
former Senator George McGovern about when he left this august
body, in this case the Senate, he talks about how he tried to start
an inn in New England and he said, “Gosh, if | only knew then
what | know now about regulation, I would have done things a lot
differently.”

There has been a steady stream of legislation and executive or-
ders related to regulatory reform which you, Congressman Pascrell
and you, Chairwoman Kelly, both told us about in your introduc-
tory remarks. The reality is that not much has been done. That is
the bad news. The good news is, | think if we as foot soldiers, |
include you in that army, if you will, and myself and the other dis-
tinguished members of the panel, if we stay focused and we stay
focused on the right thing, I think we can make some headway.

First, let me start by asking what is the nature of the problem,
and we go into this in more detail in our formal remarks. Well, the
nature of the problem is the Federal Government requires expendi-
tures on the order of $200 billion a year, very, very, very roughly
speaking. Those costs are imposed on the private sector, and to a
lesser extent government bodies, to do things. We do not have a
particularly good idea of what is being done.

Congressman Pascrell, you talked about you have a hunch that
some things are being done that do not make sense. Well, let me
give you one example based on a study that | did not do but my
colleagues, Randy Lutter and Elizabeth Mader, are just releasing
today at the Joint Center.

We have a lot of legislation regulating lead out there because
lead is of concern for children’s health, among other things. Did
you know that the regulations that you were in charge of making
the laws for and that EPA and HUD are in charge of imple-
menting, those regulations require more stringent regulation of
lead at hazardous waste sites than in the kid's back yard? There
may be no kids at the hazardous waste site. Lots of kids play in
their back yard. Do we have a problem? Maybe.

We could be doing a much better job of improving kids' health,
saving kids’ lives, and saving money if we simply took a careful
look at the process. We could do a better job of facilitating entre-
preneurship in small business, in large business, if we took a seri-
ous look at what the paperwork requirements do and what these
silly regulations of which | just gave you one example. George
McGovern, for all we know, might be in business in New England
today promoting bed and breakfasts. We could do a much better job
of making sure that regulations do not impose a drag on the econ-
omy.

Okay, how do we do this? How do we begin to think about im-
proving the quality of regulation so that you and appointed civil
servants can make better decisions? The short answer is it takes
two things. One, you guys have got to step up to the plate. You
have got to have guts. This is in short supply in this town. You
have really got to have guts. And the second thing is it requires
common sense, which you have already articulated in your opening
remarks.
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Let me say a little bit about what | think we know about the
quality of regulatory analyses, and | have a few people in the audi-
ence who | would like to acknowledge who have helped me on this,
some of whom have already left me, very wisely. Irene Chan, who
did some seminal work on this last year, looking at what the gov-
ernment actually does in terms of their regulatory analyses, and
my colleagues, Jason Burnett and Aaron Labor, and will be happy
to field any tough questions from you. But | will give you the
broad-brush view of what | think we know.

First of all, based on my earlier research, from an economist’s
point of view, many of the regulations that the Federal Govern-
ment are implementing now are not likely to pass an economist’s
version of a benefit-cost test. | estimate that on the order of half
the regulations, using the government’'s own analyses as data,
would not pass a benefit-cost test. | find that rather disturbing.
That is the first point.

The second point, which speaks, Chairwoman Kelly, to the sub-
stance of this discussion today, is the quality of the analyses them-
selves. Well, the quality of the analyses in my view is really poor.
We looked at analyses, so-called regulatory impact analyses, over
the last three years, between 1996 and 1999, all of them that we
could find for major environmental health and safety regulations,
and the bottom line is they do a bad job of even complying with
their own guidelines. This is based on a Joint Center study, not
funded by any particular business or whatever, just an inde-
pendent study by economists.

What do we find? We find that of those rules that we reviewed
carefully, and Irene and Jason can tell you more about this, only
28 percent of those rules presented information on net benefits,
that is, benefits and costs and taking the difference. Well, if you
are going to be making multi-million and in some cases multi-bil-
lion-dollar decisions, | think the American public deserves to know
what is happening.

The second thing we found is that they quantified benefits and
costs of alternatives for only a quarter of the regulations. Did you
think of another way to clean up your room, Katie, or is this the
only way to do it? Most of the time, these guys did not bother to
look whether there were other ways to clean up the room, the haz-
ardous waste site, or the dirt in the back yard. Duh, we have got
a problem.

All right. What are we going to do about this problem? I am
going to briefly go through some of my recommendations, some of
which are based on the good work of your Committee. The first is,
I think in the interest of accountability and transparency, you
ought to put these regulatory impact analyses and their underlying
supporting documents on the Internet. Hey, if Al Gore invented it,
we might as well use it. Let us use the Internet to tell people what
is happening about regulation, with all due deference to the Vice
President—just a joke. And before a regulation—this is impor-
tant—before a regulation is actually considered at OMB, we ought
to put it on the Internet so it is available to eggheads like myself
and also real people.

My second point, and this is a point which you might find as-
tounding, but it is not, is that these regulatory impact analyses do
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not summarize in any sort of standardized way what they actually
do. What does that mean? | have to hire a group of some of the
best graduate students to spend sometimes up to a week to figure
out what these analyses are saying. Well, Congress people do not
have a week to look at what is in these analyses, so we recommend
that you write a clear executive summary when you do these regu-
latory impact analyses and you attach a table to tell people what
you did and what you did not do.

Did you consider costs? Did you quantify them? Did you consider
benefits? Did you quantify them? Did you consider alternatives?
Did you try to quantify the impacts of those alternatives? What
were the kinds of technical assumptions you made underlying these
analyses to get your results?

Again, it is not rocket science, but this is not enough. As Con-
gressman Pascrell pointed out, you have got to figure out whether
you have the guts to enforce these things. I mean, there are execu-
tive orders on the books here and there are tons of beautiful laws
in the Soviet Union, or the former Soviet Union, that make it look
like everything is hunky-dory, but, in fact, everything is not always
hunky-dory and sometimes you have to step up to the plate to do
things that we believe are common sensical.

Our third recommendation, and this follows along the sugges-
tions of the Chairwoman, is to create something like the Congres-
sional Office of Regulatory Analysis. We think it would help make
the regulatory process more transparent to the American people. It
would help Congress in finding out what is actually happening
down at the other end of Pennsylvania Avenue in terms of regula-
tions and their impact.

If you want me to say more words about COAARAA, | will be
happy to do it. Mr. Litan and | testified on this, as you know, pre-
viously. We are great supporters of these initiatives for the reasons
we state in the paper.

Something else we believe is important, and it would require a
little bit of stepping up to the plate, but again, it is common sense,
is we believe that Congress should require agency heads to balance
the costs and benefits of major regulations. I am not even saying
at this point, though I believe the benefits should be at least equal
to the cost and ideally greater, but 1 am saying at least there
should be a statement that we balanced these things and this is
how we thought about them, if you are making a big decision like
the national ambient air quality standards.

And finally, and this is again where you can step up to the plate
to make things happen, is we believe that Congress should require
that all regulatory agencies adhere to established principles of eco-
nomic analysis when undertaking a regulatory impact analysis.
OMB has already articulated a beautiful set of guidelines. The
Joint Center has convened a group of scholars that also talks about
established principles. The question is, as Congressman Pascrell
pointed out, when are we going to begin to think about imple-
menting these things?

So in conclusion, as | said earlier, it is really going to take guts
and common sense. It is very clear to me that the common sense
is out there. I hope the political will is there, and | will be happy
to entertain any questions after the panel or now. Thank you.



9

Chairwoman KeLLY. Thank you very much, Mr. Hahn.

[Mr. Hahn'’s statement may be found in appendix.]

Chairwoman KELLY. Next, we go to Mr. Robert Murphy. Mr.
Murphy is the General Counsel for the General Accounting Office
and Mr. Murphy, COAARAA might land in your lap, so I am very
much looking forward to your testimony.

STATEMENT OF ROBERT P. MURPHY, GENERAL COUNSEL,
GENERAL ACCOUNTING OFFICE; ACCOMPANIED BY CURTIS
COPELAND, ASSISTANT DIRECTOR, GENERAL GOVERNMENT
DIVISION, GENERAL ACCOUNTING OFFICE

Mr. MurpHY. Thank you, Madam Chairwoman, Mr. Pascrell. |
am pleased to be here today to talk about GAO reviews of the com-
pliance by agencies with procedural and analytical requirements of
rulemaking. One of the assistant directors at GAO, Curtis
Copeland, who led many of these jobs, accompanies me at the table
today. With your leave, | will briefly summarize my testimony and
in particular talk about two reviews that we did of regulatory im-
pact analyses and ask that the full text of my prepared remarks
be incorporated in the record.

Our reviews were conducted in response to Congressional con-
cern that agencies were not, as Mr. Pascrell pointed out earlier,
considering the effects of their actions on regulated entities, nor
had they worked to minimize those negative effects. The require-
ments we examined are contained in a number of statutes from the
Administrative Procedures Act to the Unfunded Mandates Reform
Act, as well as Executive Orders 12866 and 12612.

While they may not have been representative of all rulemakings,
our work disclosed inadequate data, methodologies and assump-
tions, and disclosed noncompliance with the statutory requirements
and executive orders. There were examples where, as a result of
our work, agencies changed their practices and we helped ensure
better adherence to applicable regulatory requirements.

On the other hand, sometimes our reviews did not disclose non-
compliances but they provided the facts and the analysis to the
Congress to understand what the agencies were up to in their rule-
making. Sometimes we discovered that the issues that concerned
the regulated community were not really those of the agencies but
were of the underlying statutes concerned, that the aspects of the
regulations that were considered burdensome by the regulated com-
munity were actually required by the statute being implemented.

Some of our work on regulatory issues has clearly demonstrated
the value of Congressional oversight of agency rulemaking. Con-
gressional oversight can clarify issues left unclear in agencies’ pub-
lic statements about their rules and on occasion can directly result
in changes to agencies’ rules. The targets of that oversight can vary
substantially, from the particular and sometimes highly technical
elements of agencies’ economic analyses used to support the rules
to the general public participation requirements in the rulemaking
process.

I would like to address, as | said earlier, two particular reviews
by GAO. In the last 20 years, we have seen enormous growth in
both the breadth and the number of Federal regulations. According
to OMB, these regulations have improved public health, safety, and
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environmental quality, but they come at a real cost. | do not think
anybody estimates the annual cost of these regulations below hun-
dreds of millions of dollars every year.

To control the costs of these regulations, administrations have
issued executive orders, such as 12866, and Congress has enacted
laws, including the Unfunded Mandates Reform Act of 1995. These
orders and laws require Federal agencies to prepare and use eco-
nomic analyses, also known as regulatory impact analyses, to as-
sess the benefit and costs of proposed significant actions before pro-
mulgating those regulations. These analyses are intended to inform
and improve the regulatory process by identifying the likely costs
and benefits of feasible alternatives.

We were asked to describe the extent to which Federal agencies’
economic analyses incorporate best practices and the agencies’ ac-
tual use of these analyses in regulatory decision making. We in-
cluded in our review all economically significant proposed and final
rules issued between July 1996 and March 1997 that addressed en-
vironmental, health, and safety matters. As a result, GAO reviewed
the economic analyses used in promulgating 20 regulations by five
agencies, the Departments of Agriculture and Transportation, the
Environmental Protection Agency, the Food and Drug Administra-
tion within the Department of Health and Human Services, and
the Occupational Safety and Health Administration in the Depart-
ment of Labor.

We found that five of the 20 analyses did not discuss alternatives
to the proposed regulatory action, six did not assign dollar values
to the benefits, one did not assign dollar values to the costs, all of
which OMB recommended in its best practices guidelines. OMB
guidance gives agencies flexibility to decide how thorough their eco-
nomic analyses should be. At the same time, the guidance stresses
the importance of disclosing the reasons for omissions, gaps or
other limitations. Although GAO found many instances in which
best practices were not followed in the analyses, the reason for not
following was disclosed in only one case.

In addition, eight of the economic analyses did not include an ex-
ecutive summary that could help the Congress, decision makers,
the public, and other users quickly identify key information ad-
dressed in the analyses. Finally, only one of the 20 analyses re-
ceived an independent peer review.

I should say that this past March, OMB issued a revision to its
best practice guidance for agencies and we found that, again, that
guidance falls short of the recommendations that we have made for
best practices, and incidentally, several of those that Mr. Hahn has
touched upon today.

In another instance, we found that a Congressionally requested
review of agency regulatory analysis actually resulted in a change
to those rules. We reported last year on the scientific basis for the
Food and Drug Administration’s proposed rule on dietary supple-
ments containing ephedrine alkaloids and the agency’s adherence
to statutory and executive regulatory analysis requirements. Al-
though the number and type of adverse event reports that FDA re-
ceived warranted the agency’'s consideration of steps to address
safety issues, we were concerned about the strength of the informa-
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tion FDA used to support two aspects of the proposed rule, the dos-
ing level and the duration of use limits.

We concluded that FDA generally complied with the statutory
and executive orders applicable to rulemaking, but the economic
analysis that accompanied the rule did not reflect the full range of
uncertainty associated with the proposed rule. The agency did not
always disclose why certain key assumptions were made or the de-
gree of uncertainty involved in those discussions. It also did not
disclose that alternate assumptions would have had a dramatic ef-
fect on the agency’s estimate of the benefits of the proposed actions.

We recommended that FDA obtain additional information to sup-
port conclusions regarding the specific elements in the proposed
rule before proceeding to final rulemaking. We also recommended
that FDA improve the transparency of its cost-benefit analysis in
its final rule.

I am happy to say that in April of 2000, FDA announced that it
was withdrawing certain portions of its proposed rule, “because of
concerns regarding the agency’s basis for proposing certain dietary
ingredient level and a duration of use limit for these products.”
That was an example of where Congressional oversight had an im-
mediate benefit to the public and to the government.

There are numerous other examples of GAO reviews in recent
years that demonstrate that Congressional oversight can be effec-
tive in ensuring that agency rules are carefully developed and that
agencies permit public participation in the rulemaking process.

Madam Chairwoman, this concludes my statement. | would be
pleased to respond to any questions.

Chairwoman KeLLY. Thank you very much, Mr. Murphy.

[Mr. Murphy’s statement may be found in appendix.]

Chairwoman KEgLLY. Let us move on to Mr. David Addington.
Mr. Addington is Senior Vice President of the American Trucking
Associations. Mr. Addington, thank you very much for being here
today.

STATEMENT OF DAVID S. ADDINGTON, SENIOR VICE
PRESIDENT, AMERICAN TRUCKING ASSOCIATIONS

Mr. ADDINGTON. Thank you, Madam Chairwoman. | have two
documents | would like to ask your permission to have in the
record, my full written statement submitted to the Committee and
the document | transmitted to the staff yesterday, five pages enti-
tled “"Summary of the Federal Motor Carrier Safety Administra-
tion’s Proposed Hours of Service Changes, Updated May 15, 2000.”

Chairwoman KeLLy. By all means, we will accept them into the
record. Thank you.

Mr. ADDINGTON. Madam Chairwoman and members of the Sub-
committee, we appreciate the invitation to discuss the Department
of Transportation’s failure to properly conduct the required anal-
yses to determine the full impact of proposed rules to govern the
hours that truck drivers may work. The hours of service scheme
proposed by the Department’'s Federal Motor Carrier Safety Admin-
istration is disastrous for the trucking industry, for the safety of
the traveling public, and for American consumers. The proposed
regulations hit trucking companies hard and they hit small truck-
ing companies hardest. | will describe the trucking industry, some
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key problems with the Department’s proposed rule, and the defec-
tive analyses on which the Department of Transportation, which 1
will call DOT, based its rule.

The American Trucking Associations, which | represent, is a na-
tional trade association for the trucking industry, with more than
2,500 motor carrier company members, large and small who oper-
ate in every State of the union. Trucking is vital to the nation’s
economy. Trucks move the majority of the freight that moves in
America. Trucking accounts for more than 80 percent of the trans-
portation revenue in the economy. Seventy percent of America’s
communities depend for freight service exclusively on trucks. So
DOT regulations restricting what companies can do with trucks
and drivers directly affects a huge segment of the American econ-
omy.

Although some trucking companies are multi-billion-dollar com-
panies whose names you know, such as Mr. Moore’s district has the
Yellow Corporation, most of the trucking industry is small busi-
ness. According to DOT, almost 50 percent of motor carriers have
only one truck, and a full 95 percent of motor carriers, almost
395,000 of them, have 20 or fewer trucks.

ATA has long called for reform of the existing Depression-era
hours of service rule. We ask for new rules based on three things,
sound science, public safety, and needs of the American economy.
ATA spent two years forging an industry-wide consensus on a pro-
posal for new rules that would meet these requirements and our
board of directors adopted that proposal in November of 1999. We
filed the ATA proposal with the Department of Transportation in
December 1999, but instead, the Department published on May 2,
2000, proposed regulations that are inconsistent in a number of
ways with fatigue science and are so far removed from safer high-
ways and economic reality that the ATA must strongly oppose the
DOT proposal.

The Department’s proposed rules fail the test of science, safety,
and economics. On science, for example, the DOT proposal takes
drivers whose jobs consist of five night shifts a week and requires
them to switch over to sleeping on both weekend nights. But fa-
tigue science would counsel against requiring them to switch their
sleep/wake cycle over on both weekend nights.

On safety, the Department's proposal will put more trucks and
more drivers on the road just to move the same amount of freight
that trucks move today and it will force more of the trucks to oper-
ate during daylight hours when traffic congestion is at its peak.
Regulations that put more of the trucks on the roads when most
of the cars are also on the roads can hardly be characterized as a
safety regulation.

On economics, shippers will face significant price increases for
freight service. Trucking companies will face tough obstacles in try-
ing to meet the payroll and turn a profit. And businesses and con-
sumers will pay more for the goods they purchase. Congress should
send DOT back to the drawing board on its proposed hours of serv-
ice regulation.

With regard to economic analysis, the Federal law requires the
Department of Transportation to conduct an initial regulatory flexi-
bility analysis, or IRFA, when it published its proposed rule. The
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Department failed miserably in its attempt to meet this legal re-
quirement. The Department provided only a cursory and inaccurate
examination of the economic effects of the proposed rules on the
trucking industry. Moreover, it completely ignored the larger eco-
nomic impacts of the proposed rules on the economy as a whole.

With regard to the trucking industry, the Department under-
counted by 100,000 the number of small trucking businesses and
that taints the Department’s entire IRFA. The IRFA also estimates
the economic impact of only one part of the proposed rule, the re-
quirement that companies install in their trucks electronic on-
board recorders to monitor the compliance of drivers with the De-
partment’s hours of service regulation, and DOT even got that part
wrong because DOT underestimates the number of companies that
must install the recorders to be in compliance with DOT’s proposed
rule.

In any event, the regulatory costs that DOT attempted to ad-
dress are dwarfed by the additional costs that DOT ignored. The
Department’s regulations will force trucking companies to incur
costs for the purchase of new trucks and hiring new drivers. While
ATA has not yet completed its final economic analysis of the DOT
proposal, our preliminary conclusion is that labor and equipment
costs to the trucking industry will increase by approximately 20 to
30 percent.

More trucks moving the same amount of freight also requires ad-
ditional mechanics to maintain the trucks and additional dock
workers to handle getting the freight in and out of the trucks, more
costs that DOT ignored. Also, DOT ignored the cost of realigning
trucking terminal networks, which were principally designed to
allow truck drivers to move efficiently between terminals within
the driving hours allowed under the current rules but not under
the proposed DOT rules.

The Department also ignored the bigger economic impact beyond
the trucking industry. Shippers will pay more to move freight, in-
cluding smaller manufacturers, wholesalers, and retailers who are
the engine of the nation’s economy. Many of those costs will, of
course, be passed on to consumers in the form of higher prices for
goods. The direct result of DOT'’s proposed rule is inflation, which
is hardly what the American economy needs.

With regard specifically to small business, the Department of
Transportation failed to meet the legal requirement to compare the
economic effects of the proposed rules on small entities with other
alternatives. The Department examined alternatives, but only al-
ternatives for the entire trucking industry. The Department did not
design or analyze alternatives solely with small companies in mind,
nor did it consider the alternatives for minimizing the impact on
small entities that the law requires DOT to consider. Thus, the De-
partment failed to produce an initial regulatory flexibility analysis
comparing the relative costs and benefits of alternatives as they
pertain to small entities.

The Department also made a mistake in its proposal that calls
into question the quality of the DOT economic analysis. When it
published its proposed rule on May 2, 2000, the Department in-
cluded the following sentence in the preamble to its rule, “There-
fore, the FMCSA, in compliance with the Regulatory Flexibility
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Act, 5 U.S.C. 601-612, has considered the economic impact of these
requirements on small entities and certifies that this rule would
not have a significant economic impact on a substantial number of
small entities.”

Now, on May 26, just a few weeks later, the Department stated
instead that, “The FMCSA does not know with certainty the full
economic impact of the proposal and, therefore, withdraws its nega-
tive certification.” The withdrawal of the notification is a notable
change because the certification has exempted the proposed rule
from the Regulatory Flexibility Act's requirements. The Depart-
ment has explained that its certification was included by error, but
the initial erroneous inclusion of the language raises doubts about
whether the Department conducted a careful initial regulatory
flexibility analysis in the first place. Of course, the practical ques-
tion also arises of how anyone at DOT could possibly think that the
proposed rule would not have a significant economic impact on a
substantial number of small entities.

Lastly, while the Department of Transportation admits it does
not know the full economic impact of its proposals, even after DOT
has looked at various changes to hours of service rules for 20 years,
it expects ATA and others to provide this information to DOT with-
in the 90-day period that DOT allowed for comments on the pro-
posed rule. We have asked for an additional 90 days so that we can
effectively survey our trucking company members, large and small,
and analyze and report the resulting economic data, but the De-
partment has not granted our request.

When the trucking industry, the law enforcement community,
the manufacturing industry, the Teamsters, the AFL-CIO all agree
that more time is needed to analyze the economic impact of the
proposed rule, one would expect the Secretary of Transportation to
grant the additional 90 days, but that request has not been grant-
ed.

Madam Chairwoman, the Subcommittee asked only that I ad-
dress the trucking hours of service issues and we appreciate having
that opportunity, but I would be remiss if | did not draw the Sub-
committee’s attention that this rule is only one front of the current
three-front regulatory war that this administration is conducting
on the trucking industry. The rules on the other two fronts,
OSHA's proposed rule on ergonomics and EPA’s proposed rule on
diesel engine and fuel standards, also are based on faulty economic
analyses.

On all three fronts, hours of service, ergonomics, and diesel, the
rulemaking process is not driven by the science, it is not driven by
health and safety, it is not driven by economics, and it is not driven
by the law. It is driven by the desires of the heads of those agencies
to issue final rules before the administration leaves office in Janu-
ary 2001. The interests of the public in these rulemakings should
not be subordinated to that artificial deadline. The agencies will
still be here with qualified people at the helm to make decisions
after next January. Let us take our time and get it right.

Thank you, Madam Chairwoman.

Chairwoman KeLLY. Thank you very much, Mr. Addington.

[Mr. Addington’s statement may be found in appendix.]
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Chairwoman KELLY. Next, we are going to hear from Mr. Sal
Ricciardi. Mr. Ricciardi, you are here in actually a double capacity,
are you not? You are the President of Purity Wholesale Grocers,
but also you are the President of the Pharmaceutical Distributors
Association, and we appreciate your taking the time to be with us
here today and look forward to your testimony.

STATEMENT OF SAL RICCIARDI, PRESIDENT, PURITY WHOLE-
SALE GROCERS, INC., AND PRESIDENT, PHARMACEUTICAL
DISTRIBUTORS ASSOCIATION

Mr. RicciarDI. Thank you, Madam Chairwoman and members of
the Subcommittee. Thank you for allowing me to speak to you
today. | feel like I am really getting my money’s worth because |
am a member of his organization and | agree with everything he
just said.

Mr. ADDINGTON. Thank you.

Mr. RicclArDI. | request that the text of my prepared statement
be placed into the record.

My name is Sal Ricciardi and | am President of Purity Wholesale
Grocers of Boca Raton, Florida. | am speaking today for Supreme
Distributors, a division of Purity that distributes prescription drugs
and on behalf of the Pharmaceutical Distributors Association, PDA,
a trade association of ten Rx drug distributors. Most importantly,
I am informally representing approximately 4,000 small businesses
which are licensed to distribute prescription drugs for human and
animal use according to Food and Drug Administration estimates.
That is an estimate the Food and Drug Administration made. And
there are many thousand customers across America.

As | explained in detail in my written statement, these 4,000
small businesses will be economically devastated and most will be
forced to close their doors if an FDA rule issued to complete the
implementation of a 1988 law known as the Prescription Drug
Marketing Act is allowed to go into effect. The FDA rule estab-
lishes a “catch-22” type situation wherein smaller drug distributors
are required to obtain a very detailed sales history for drug prod-
ucts going back to the first sale by the drug manufacturer before
those products can legally be resold. However, neither the PDMA
nor the FDA rule require either the drug manufacturer or the large
national wholesalers who purchase the large majority of drug prod-
ucts directly from manufacturers to provide this sales history to the
secondary distributors. | know this is a mouthful. However, allow
me to explain a little further.

The result is that the rule will make it illegal for most whole-
salers to resell prescription drugs and this will cause the loss of
thousands of jobs, disrupt existing distribution channels for thou-
sands of nursing homes, clinics, doctors’ offices, and veterinary
practices across the country, potentially putting patients and ani-
mals at risk and remove an important restraint on pharmaceutical
prices by reducing marketplace competition.

To understand the real impact of the rule, we called the authori-
ties in each State who license the distribution of prescription drugs.
We found that more than 32,000 licenses had been issued to dis-
tribute Rx drugs. It is obvious from this figure that most distribu-
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tors, including small companies like mine, distribute in multiple
States.

Of particular interest to the Subcommittee is the fact that the
FDA'’s analysis of the effect of this rule on small business was 100
percent wrong. The FDA's analysis published in the Federal Reg-
ister concluded that the majority of the estimated 4,000 small dis-
tributors will not be affected by this rule. In fact, they will all be
seriously affected by the rule and most will be driven out of busi-
ness. The FDA's analysis did not calculate the number of jobs that
would be lost, the economic loss to the owners of the business that
would be wiped out, the likely increased cost to pharmaceutical end
users because of the elimination of existing supply channels, and
a decrease in competition and the very real potential physical
threat to patients whose supply of life-saving and life-enhancing
drugs would be disrupted.

I believe that these impacts are more than large enough to qual-
ify this regulation as a major rule and that the FDA should be re-
quired to perform the proper analysis before the rule is reimposed.
I would also like to note that for about the past 12 years during
which the drug distribution has been operating under FDA interim
policy guidance, which does not require tracing sales history of
products back to the manufacturers, there have been no significant
quality or safety problems.

In conclusion, | would draw the Subcommittee’s attention to H.R.
4301, a bipartisan bill that would make small but vital technical
corrections to the statute. This bill would allow the 4,000 small dis-
tributors to continue to serve their customers and provide vital
price restraining competition while preserving the current safety
and integrity of our national pharmaceutical distribution system.

I thank you for your attention and will be happy to answer any
questions you might have.

Chairwoman KELLY. Thank you very much, Mr. Ricciardi.

[Mr. Ricciardi’s statement may be found in appendix.]

Chairwoman KELLY. Next, we would like to hear from Ms.
Wallman, and thank you for being so patient, Ms. Wallman. Kath-
leen Wallman is President and CEO of Wallman Strategic Con-
sulting, LLC. Thank you very much for being with us.

STATEMENT OF KATHLEEN M.H. WALLMAN, PRESIDENT AND
CHIEF EXECUTIVE OFFICER, WALLMAN STRATEGIC CON-
SULTING, LLC

Ms. WaLLMAN. Thank you and good morning, Chairwoman Kelly
and Congressman Pascrell. Thank you for the opportunity to par-
ticipate in today’'s hearing.

My statement addresses the experience of a particular kind of
small business, rural telephone companies, and offers some obser-
vations about regulatory impact analyses conducted by the inde-
pendent Federal regulatory agency that regulates them, the FCC.
My observations are based on my work with these companies in
different capacities. | have worked on these issues most recently as
an advisor to small companies and their Washington representa-
tives and previously as chief of the Federal Communication Com-
mission’s Common Carrier Bureau and at the White House as Dep-
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uty Assistant to the President for Economic Policy at the National
Economic Council.

Rural telephone companies have a vital role in ensuring that all
Americans, no matter where they live, have access to telecom net-
works. The special challenges that these companies face in serving
remote and sparsely populated parts of our country are well docu-
mented in the policy literature and in FCC proceedings. Congress
expressly recognized these small rural telephone companies as a
category unto themselves in the Telecommunications Act of 1996.
Most rural telephone companies fit easily into the category of small
business and do not have resources devoted exclusively to moni-
toring Federal regulatory matters or mounting advocacy efforts in
FCC proceedings.

This is why the Regulatory Flexibility Act passed in 1980 and
amended by the Small Business Regulatory Enforcement Fairness
Act in 1996 is potentially such an important tool in ensuring that
Federal rules are adopted with an adequate awareness of the im-
pact that the new rules or rule changes will have on small compa-
nies, such as rural telephone companies. The question is, how well
is it working?

My own view that it is starting to work in some ways but that
its implementation can be improved. There are inherent difficulties
in trying to implement regulations that affect rural telephone com-
panies in a way that is sensitive to the burdens that new regula-
tions impose. One difficulty is the inescapable complexity of com-
mon carrier regulation. Today's common carrier regulation is the
result of decades of Federal and State legislative and regulatory ac-
tion. There is some hope that this area will become less complex
as competition diminishes the need for regulation, but that is un-
likely to happen very quickly. A topic for another day would be
what dramatic deregulatory and decomplexifying steps regulators
and Congress could take.

Another inherent difficulty and irony is the fact that many of
these complex regulations were adopted to help rural telephone
companies and their customers. Universal service regulations, for
example, impose burdens on small companies in order to assess
how much support the company and its customers should receive.
So in appraising the process, it is important to remember that
some regulations impose a burden in order to help the regulated
entity.

Another difficulty is presented by two realities about the rule-
making process at the FCC. First, there is the enormous workload
of the FCC. The dedicated staff at the Commission is still working
through the many assignments delegated to the agency by the 1996
Act. Under the pressure of a production schedule, it is not sur-
prising that the agency has attracted some criticism about their
execution of the statutory procedural requirements of the RFA.

The second reality is that there is a tension between expertise
and objectivity. It is very difficult to expect the same internal ex-
perts who advise the Commissioners that a new rule is sound and
ripe for adoption to be objective in criticizing and editing that rule
because of its anticipated impact on one constituency, small regu-
lated companies.
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Another difficulty is that rural telephone companies are small.
Some of them are very small. They do not have Washington offices
of their own. They rely on membership associations and outside ad-
visors. Even with such assistance, the resources needed to monitor
what is going on and to advocate reasonable results in each of
many pending proceedings spanning several of the FCC's operating
bureaus simply are not available.

There is some reason